
APPLICATION FOR A VARIANCE 
hrtlw, I,‘,‘,‘““<“/’ clY,II-~ulzc 

DEPARATMENT OF HEALTH AND HUMAN SERVICES 
I: \,‘,““““I I)‘i~c~: .\,,gu4 r I I’M 

PUBLIC HEALTH SERVICE 
FROM 21 CFR 1040.31(c) FOR A 
LASER LlGljT SHOW, DISPLAY, 

DOCKET NUMBER 

FOOO AND DRUG AOMINIE>TRATION 
OR DEVICE 

NOTE: No laser lighr show, projection system, or device may vary from compliance \vith - 7 I CFR 1040. I I(C) in design or USC tvirhout the approval of thi\ 

application in accordance wilh 21 CFR 1010.4. 

INSTRUCTIONS 

I <‘heck all applicahlc how\ and C)‘~JU or print [he rcqoedd 3. %loil !our ;tpplicaljon 10 Ihc I>oc~~I\ .\l;rn;cp%~t~t I~MCII (HFA-305). I’oo~ I’d 
;nl’ormnrion. Dr~lg .+.dmini\tr;tlioll. Room j-62. %fM) Fi\hcr\ Lane. Ro<h\ ik. XII) 20x57. 

2. Submit 3” original and f’our (4) wpk. 4. Emu Voct~mcnr Numlxr il’ ;wigncd. 

1. NAME OF COMPANY 

Disneyland Resort 
2. A,,l,PESS OF COh,PANY (,,,dr,d<, %,I' (‘f,,,L, (/,' ,'.f). "r>.v i, ,,,d. ,drvk~ ‘a.llr<:l \,,w, rd(hl'\k Oh1.) 

1313 Harbor Boulevard, Anaheim, California 92803 
3. NAME AND TITLE OF RESPONSIBLE PERSON 4. TELEPHONE NO. (,,I ,i,, i,<, ,,*,.z, c,k) 5. OATE OF SUt3MlSSlON 

g+#fq~ L _ y/+f-wA ,wo@-a 7!4/ -iw-4~8 00 /+qtir- 

6. The applicant requests the variance lo bu in effect for a period of -L- Years from the date Of issue. 
(I,, q<vJw d. ,hc .&!mc~ w,,, ,,,,,,ro,,~ t, wrbsr< T ,,or wrlr I wu WWl. ,, <, ,<,,rp<v ,“T;r,r, ;, I( .,,,, ‘*,,l’,,. t, ,I,\ r,,, “‘,1,‘1!, l,,,, \I is. ,rrrdl~vl <I\ ,“” I I), i/w c,p,‘lkrlllort.) 

- 

7. PRODUCT DESCRIPTION AND USE 

a. L!ST NAME AND/OR MODEL NU&fBER(S) FOR THE LASER LIGHT SHOW(S) AND PROJECTOR(s! 

"Golden Dreams" Laser Special Effects 
".A 
'---: 

b. PROOUCT FOR WHICH A VARIANCE IS REQUESTED f. PRODUCT IS INTENDED TO BE USE0 AT ANY ONE LOCe~N 

E; A LASER DISPLAY DEVICE a MORE THAN 15 DAYS I 

r_? A PROJECTOR FOR A LASER LIGHT SHOW c] MORE THAN 5 BUT NOT MORE THAN 15 DAYS 
.-- 
L-’ A LASER LlGHT S OW r! LESS THAN 5 DAYS 

raser Effects System 
-I 

$j OTHER (S,wo[v) _ 
7.; 

i-7 
g TOUR IS INTENDED TO RUN FOR 

c ,.! PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO OTHER E MORE THAN 6 MONTHS -1 
l.ASER LIGHT SHOW PRODUCERS 

- 
2-5 

[; 1.6 MONTHS 

3. PRODUCT IS INTENDED FOR USE IN A 0 LESS THAN 1 MONTH L-d 

c:; PLANETARIUM OR OTHER DOME PROJECTION STRUCTURE 
2, 

[xi 
;& 

NOT APPLICABLE (vu/ <I kw) 

THEATER c1 OTtiER (\/~:II/I) _-_..--._-_ 
_ 

;:I hO?EUMOTEL BALLROOM OR MEETING ROOM 

:.i 

I 

S-L 
7-. 
i.1 ilORE DISPLAYS 

h PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS ,;;; 
,-._ 
I~_; TRADE SHOW OR CONVENTION 

I 

# t-~~~-,“~~,‘~Nm$~E~~s !*.*i 

r:: DISCOTHEQUE OR NlGtiT CLL,B 
c3 ‘CZ F’hLlI.ION HOLOGRAPHIC DISPLAYS 

_..) 13 MULTfPLE REFLECTlON/DlFFRACTlON EFFECTS 
._I INDOOR ARENA 
,..._ 
L.i OUTCOOR ARENA 

c] AuolENcE SCANNING (..~Iw rrrd~,dc~, ,L~wlm~~.q wr ‘I< :,c\uhh. i,n~w:~~:~ihd 01( ( : 

i. 
,i MJSEUM 

I:] REFL.ECTIONS FROM STATIONARY MIRRORS OR MIRRORED SURFACE: 

-7 (x<w,,, Lmrw~.) 
.-_: C?UT5OQR UNENCLOSED AREA 

1% OTHER ($,rlrl:) ~. &uxment Attraction 
!_ SlATIONARY IRRADIATION OF ROTATING MIRROR BALLS. ETC. 

ill SCANNING 1RRAOlATION OF ROTATING MIRROR BALLS. ETC 

i. PRODUCT IS !NTENOED TO BE USED 

-x 

CEli FiRER OPTIC PROJECTIONS 

I AT 3NLY CNE i/,\c<f) LOCATION 
!--l 

:3 FOG, SMOKE, OR OTHER SCATTERING ENHANCEMENT EFFECTS 

/_. i 4T 0 ‘VARIETY OF (row) LOCATIONS 
cf OTHER :$/u//v) As per Light Show Report 

2 OTt- FP (‘i;w/l) ___.__.__ 
--_.-I 

e. 
,---- 

LASER RADlATiON LEVELS 
w-m---- __.--..- 

LASER MEDIUM 1.3,. If<,-.\I’. c’r<-./ WAVE LENGTHS (nm) PEAK POWER , li <,I,\, 
__--_- 

Doubled YAG 
___.--. 

532-mm visible 25 milliwatts 
YAG Tripled 355 nm ultraviolet 5 Watts -I. -__-_--- 

_" -..-_-- ---- --se 

-...--e,-- --- 
9 ,C A,q” LASER RA”,ATrON Is PULSED OR SCANNED. GIVE T,iE PULSE OURA. 10% ANI> :iAi ‘: AND SCANNING FREQUENCY AN0 AMPLITUDE 

___-- . . -- 

The ,'tFipled YAG output is a 70ns pulse with a 35kilohertz repetition rate. The UV and 
visible outputs are scanned and modulated as typical for laser graphic display systems. 

--- --- p___1_-1- -__-- -. 
13 REA?.ON FC,R 2it?UF.SilP?G VAP:ANCE 

l_._l__-- 

x. CO:,!P~.A~CE w!TH THE ,.!M!TS OF 21 CFR I040 ;~(c)WOCI~D REj~Rlt‘r I+E .hilSl.!tC\ :;:E Di Ti(E PPCi)JcT DECPUSE COMPLIANCE VUo;i!.D Llhl,i TC’c c&iPiir 
WWEa 13 ThE EXTENT THAT THE DEslRED EFFECTS i’:OULD NOT 9: S::FF!C!EII:‘:~ VISiSLE 

1.. .: ‘:,‘+EP OR ADD!TIOE:AL EXPLANATION ,i,wri’>, 

00 v- ICC 53 L/AR 1 
-_I_ ---. - --._- - ___ ,___.__- --^_-_..---.- -- ---.-----._.--- 

FORM FDA 3141 (3!87! 



11. MANNER IN WHICH IT fs PROPOSED To DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD 

a IT IS PROPOSED TO DEVlATE FROM THE PROVISIONS OF 21 CFR 1040.11(c) IN THAT THE ACCESSIBLE EMISSION LEVEL WOULD EXCEED THE 
ACCESSIBLE EMISSION LIMITS SPECIFIED IN 21 CFR 1040,11(c). 

0 IT IS PROPOSED TO DEVIATE FROM THE PROVISION OF 21 CFR 1040,11(c) AS FOLLOWS: 

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION 

@ LASER LIGHT SHOWS AND DISPLAYS ARE ACCEPTED POPULAR MEDIA IN ENTERTAINMENT AND THE ARTS. USE OF POWER LEVELS IN 
EXCESS OF THE LIMITS IMPOSED BY 21 CFR 1040.11(c) IS NECESSARY TO ACHIEVE THE REQUIRED EFFECTS IN THESE MEDIA. 

0 OTHER OR ADDITIONAL ADVANTAGES (describe and explain) 

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Check as many boxes as apply. In Item 14 “Remarks,” justify any boxes 
not checked, using additional slleets as necesssary. State any other means of radiation protection that will be used) 

a. @ ALL LASER PRODUCTS, SYSTEMS, SHOWS, AND PROJECTORS WILL BE CERTIFIED TO COMPLY WITH 21 CFR 1040.10 AND THE CONDI- 
TIONS OF THIS VARIANCE AND WILL BE REPORTED AS REQUIRED BY 21 CFR 1002.10 AND 1002.12 USING THE REPORTING GUiDES PRO. 
VIDED FOR SUCH PURPOSE. THESE ACTIONS WILL BE ACCOMPLISHED PRIOR TO ANY INTRODUCTION INTO COMMERCE. 

b. a EFFECTS NOT SPE:ClFlCALLY INDICATED IN THIS VARIANCE APPLICATION WILL NOT BE PERFORMED. NO OTHER EFFECTS WILL BE 
ADDED UNTIL AN AMENDMENT TO THE VARIANCE HAS BEEN OBTAINED AND THE REQUIRED REPORTS OR SUPPLEMENTS, AS 
APPLICABLE, HAVE BEEN SUBMITTED. 

c. a SCANNING, PROJE.CTION, OR REFLECTION OF LASER AND COLLATERAL RADIATION (LIGHT SHOW RADIATION) INTO AUDIENCE OR OTHER 
ACCESSIBLE UNCONTROLLED AREAS WILL NOT BE PERMITTED EXCEPT FOR DIFFUSE REFLECTIONS PRODUCED BY THE ATMOSPHERE, 
ADDED ATMOSPHEIRIC SCA-ITERING MEDIA, AND TARGET SCREENS. 

cl. B LASER RADIATION LEVELS IN EXCESS OF THE LIMITS OF CLASS I WILL NOT BE PERMITTED AT ANY POINT LESS THAN 3.0 METERS ABOVE 
ANY SURFACE UPON WHICH PERSONS OTHER THAN OPERATORS, FERFOPMERS. OR EKPLOYEES ARE PERMITTED TO STAND OR 2.5 
METERS BELOW 09 IN LATERAL SEPARATION FROM ANY PLACE WHERE SUCH PERSONS ARE PERMITTED TO BE. OPERATORS, 
PERFORMERS, AND EMPLOYEES WILL NOT BE REQUIRED OR ALLOWED TO VIEW RADIATION ABOVE THE LIMITS OF CLASS I OR BE 
EXPOSED TO RADIATION ABOVE THE LIMITS SPECIFIED IN 21 CFR 1040.11(c). 

e. @ ANY PRODUCT WHICH RELIES ON SCANNING TO MEET ACCESS, EXPOSURE, OR PRODUCT CLASS LIMITS WILL INCORPORATE A SCANNING 
SAFEGUARD SYSTEM WHICH DIRECTLY SENSES SCANNER MOTION AND WHICH WILL REACT FAST ENOUGH TO PRECLUDE EXCEED!NG 
THE APPLICABLE LIMIT. 

: a ALL LASER LIGHT SHOWS SHALL BE UNDER THE DIRECT AND PERSONAL CONTROL OF TRAINED, COMPETENT CPERATOR(S). THE 
OPERATOR(S) WILL: , 

(1) IMMEDIATELY TERMINATE THE EMMISSION OF LIGHT SHOW KADiATiON IN THE EVENT OF ANY UNSAFE CONDITION; 

(2) BE LOCATED WHERE ALL BEAM PATHS CAN BE DIRECTLY OBSERVED AT ALL TIMES; AND 

(3) BE AN EMPLOYEE OF THE VARIANCE HOLDER WHO WILL BE RESPONSIBLE FOR THE TRAINING AND CONDUCT OF THE OPERATOR. 

g (ID THE MAXIMUM LASER PROJECTOR OUTPUT POWER WILL NOT EXCEED THE LEVEL REQUIRED TO OBTAIN THE INTENDED EFFECTS. 

h. m THE PROJECTION SYSTEM (I.E., THE PROJECTOR AND ALL OTHER COMPONENTS USED TO PRODUCE THE LIGHTING EFFECTS) WILL BE 
SECURELY MOUNTED OR IMMOBILIZED TO PREVENT UNINTENDED MOVEMENT OR MISALIGNMENT. BEAM LIMITERS WILL BE PROVIDED 
AS AN INHERENT PART OF THE SYSTEM DESIGN TO PREVENT OVERFILLING OF SCREENS, BEAM STOPS, TARGETS, ETC. 

i. E LASER PROJECTORS WILL NOT BE DELIVERED TO ANY OTHER PARTY UNDER AN AGREEMENT OF SALE, LEASE, OR LOAN UNLESS AND 
UNTIL THE RECIPIENT DEMONSTRATES THAT THEY HAVE A VARIANCE IN EFFECT AT THE TIME OF DELIVERY THAT PERMITS THEM TO 
PRODUCE LASER LIGHT SHOWS INCORPORATING SUCH PROJECTOR. 

j. a IN ADDITION TO THE REQUIREMENTS OF 21 CFR 1040,10(h), THE MANUFACTURER OF LASER PROJECTORS/SYSTEMS WILL PROVIDE TO 
PARTIES WHO PURCHASE, LEASE, OR BORROW THE EQUIPMENT, ADEQUATE USER’S INSTRUCTIONS FOR SAFE INSTALLATION AND 
OPERATION AND WHICH EXPLAIN THE RESPONSIBILITY OF THE RECIPIENT AS AN INDEPENDENT LIGHT SHOW MANUFACTURER TO 
SUSMIT THE REQUIRED REPORTS AND APPLY FOR AND OBTAIN A VARIANCE FROM CDRH PRIOR TO INTRODUCTION INTO COMMERCE OF 
ANY LASER LIGHT SHOWS. 

k n THE REQUIREMENTS OF 21 CFR 1002.30(a)(l) AND (2) WiLL BE ACCOMPLISHED THROUGH THE USE OF WRITTEN PROCEDURES FOR SETUP. 
ALIGNMENT, TESTING, AND PERFORMANCE OF EACH SHOW. THESE PROCEDURES WILL BE IN SUFFICIENT DETAIL TO ENSURE C3M- 
PLIANCE WITH 21 CFR 1040.10, THE CONDITIONS OF THIS VARiANCE, AND THE CONTROL OF ACCESS TO RADIATION AREAS USING THE 
PROCEDURES DESCRIBED IN THE ANSI 2136.1 STANDARD FOR THE SAFE USE OF LASERS (AMERICAId NATIONAL STANDARDS INSTITUTE, 
143G BROADWAY, NEW YORK, NY 10018) OR Ah(Y OTHER EQUIVALENT USER CONSENSUS STANDARD AND, WHERE APPLICABLE, STATE OR 
LOCAL REQUIREMENTS. LASER RADIATION AREAS WHICH CAN CONTAIN RADIATION LEVELS ABOVE THE LIMITS SPECIFIED IN 21 CFR 
1040.11(c), WILL BE CLEARLY IDENTIFIED BY THE POSTING OF VvARNING SIGNS AND/OR RESTRICTING ACCESS THROUGH PHYSICAL 
MEANS (SUCH AS PRESSURE SWITCHES, PHOTOCELLS. BARRIERS. GUARDS, ETC.). THESE REQUIREMENTS APPLY TO TEMPORARY AREAS 
(SUCH AS DURING SET-UP AND ALIGNMENT PROCEDURES) AND TO FINAL OR PERMANENT AREAS. THE VARIANCE +iOL@ER WILL RETkIN 
THE RECORDS OF THESE PROCEDURES AND THE RESULTS OF ALL TESTS AS REQUIRED BY 21 CFR 1002.31. A COPY OF THE VARIAYCE 
APPLICATION, THE APPROVAL LFTTER, CUfl3ENT PROCEDIJRES. AND RECORDS RELA.TlNG TO EACH PARTICULAR SHOW WILL BE WITH 
THE OPERATOR OR OTHER RESPONSIBLE INDIVIDUAL AND WiLL BE MADE AVAILABLE FOR INSPECTION BY FDA AND OTHER RESPONSI- 
BLE AUTHORITIES. 

FORM FDA 3147 (3187) 



1. i% ADVANCE WRITTEN NOTlFlCATlON WILL BE MADE AS EARLY AS POSSIBLE TO APPROPRIATE FEDERAL, STATE, AND LOCAL AUTHORITIES 
PROVIDING SHOW ITINERARY WITH DATES AND LOCATIONS CLEARLY AND COMPLETELY IDENTIFIED, AND A BASIC DESCRIPTION OF 
PROPOSED EFFECTS INCLUDING A STATEMENT OF THE MAXIMUM POWER OUTPUT INTENDED. SUCH NOTlFlCATlONS WILL BE MADE, BUT 
NOT NECESSARILY BE LIMITED, TO: 

(1) THE CENTER FOR DEVICES AND RADIOLOGICAL HEALTH, OFFICE OF COMPLIANCE (HFZ.312), 8757 GEORGIA AVE., SILVER SPRING, MD 
20910, PROVIDING THE INITIAL AND CLOSING DATES FOR FIXED INSTALLATIONS AND THE ITINERARY FOR MOBILE SHOWS. IN ADDI- 
TION, UNLESS ALL ASPECTS OF EACH SHOW HAVE BEEN REPORTED AND THE ACCESSION NUMBERS CLEARLY REFERENCED, EACH 
NOTICE WILL INCLUDE DETAILED DESCRIPTIONS OF EACH SHOW AND A LISTING OF ALL EFFECTS TO BE PERFORMED IN SUFFICIENT 
DETAIL TO CONFIRM COMPLIANCE WITH THE REGULATIONS AND THIS VARIANCE. 

(2) THE FEDERAL AVIATION ADMINISTRATION (FAA) FOR ANY PROJECTIONS INTO OPEN AIRSPACE AT ANY TIME (I.E., INCLUDING SET-UP, 
ALIGNMENT, REHEARSALS, PERFORMANCES, ETC.). IF THE FAA OBJECTS TO ANY LASER EFFECTS, THE OBJECTIONS WILL BE RE- 
SOLVED AND ANY CONDITIONS REQUESTED BY FAA WILL BE ADHERED TO. IF THESE CONDITIONS CAN NOT BE MET, THE OBJEC- 
TIONABLE EFFECTS WILL BE DELETED FROM THE SHOW. 

(3) STATE AND LOCAL RADIATION CONTROL OFFICES/AGENCIES FOR ALL SHOWS TO BE PERFORMED WITHIN THEIR JURISDICTIONS. ALL 
REQUIREMENTS OF STATE AND LOCAL LAW WILL BE SATISFIED AND ANY OBJECTIONS RAISED BY LOCAL AUTHORlTlES WILL BE RE- 
SOLVED OR THE EFFECTS DELETED. (LISTS OF FEDERAL AND STATE OFFICES ARE AVAILABLE FROM THE CENTER FOR DEVICES AND 
RADIOLOGICAL HEALTH UPON REQUEST.) 

14. REMARKS 

---__- --_ ----- -__ __--- __---__ --- --_. . - 
CERTIFICATION 

i CEETIFY tnat all of the above information and statements are true, complete. and correst to the best of my knowledge and acknowledge that my 
vanance app!ication may be denied or my variance may be revoked ii this application 1s found to be false, misleading, or incorrect in any materit! wai 
I have submitted and will submit all reports required by 21 CFR 1002 10 and 1002.12 on the laser equipment and shot./(s) I further undersTand thai / 
may be required by regulation or by the DIrector. Center for Devices and Radiological Health. to supply such other information as may be necessary to 
evaluate and act on this application. 

-..I_-_---.--- __ ^_____ -...-__--_-- I_ _._.-. 
5 SIGNATURE i 17. TITLE 



FROM: 

SERV: CER 

TRK t/ : 709932200009379055 

EN p? TO : HFA-305 
c 

. .-. 

Anaheim, California 92803 

#OFPCS: 1 

llllllllllIII Return Postage Guaranteed 

7227024092568 WM 


